v Il
g gy g oy

FP-EXRren
LT cHiN
GF 3380

=) Ll
— o —

r/
\)‘“1!9 Su’e‘p ) / f
- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY /%j /V

WASHINGTON, D.C. 20460
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OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: PP#6F3380/6H5502. Glyphosate in or on Soybeans:
TAS Dietary Exposure Analysis.

FROM: Susan L. Stanton A ,/;/Mz/ a;a/,%'/f

Tolerance Assessmen Staff
HED/SACB (TS-769C)

]

THRU:: Bruce Jaeger7€Z?7 EXEA?%

Head, Special Y "and Outreach Section
HED/SACB (TS-74AC) :

TO: Robert J. Taylor, PM #25

Herbicide-Fungicide Branch
Registration Division (TS-767C)

Action Requested

SACB has been asked to provide a TAS analysis of dietary
exposure resulting from the proposed use of glyphosate on
Soybeans. The proposed use would increase the established
tolerance for residues of glyphosate and its AMPA metabolite in
Or on soybeans from 6.0 ppm to 20.0 ppm. Dietary ExXposure Branch
(DEB) has recommended in favor of the proposed increase (memo. W.
T. Chin to R. J. Taylor, 01/30/89).

Discussion

1. Toxicology Endpoint: A TAS chronic exposure analysis was

conducted using a Reference Dose (ADI) of 0.1 mg/kg body wt/day,
based on the No Observable Effect Level (NOEL) of 10.0 mg/kg/day
from a 3-generation rat reproduction study with an uncertainty-
factor of 100. This value hag been approved by HED (02/28/86)
and verified by the Agency reference dose committee (03/11/86).

2. Residue Data Used in the Analysis: The food uses evaluated
include those for which tolerances have been established under 40
CFR 180.364 and 185.3500 and the proposed use on soybeans.
Exposure estimates provided by this analysis assume that

residues would be present at tolerance levels on all foods and
that 100% of all Crops would be treated with glyphosate. The
attached Table 1 contains a complete listing of residues used in
the analysis.

| ¢ l°



Glyphosate Dietary Exposure Analysis Page 2

3. Analysis Summary: The TAS chronic exposure analysis
estimates average daily exposure for the overall U.S. population
and each of 22 population subgroups and compares these estimates
to the acceptable daily intake (See Table 2). The Theoretical
Maximum Residue Contribution (TMRC) for the overall U.S.
population from the established uses and the proposed use on
soybeans is estimated to be 0.009853 mg/kg body wt/day, which
occupies approximately 10% of the ADI. The two most highly
exposed subgroups are non-nursing infants less than 1 year old
(TMRC = 0.039048 mg/kg/day or 39% of the ADI) and children, 1 to
6 years old (TMRC = 0.019086 mg/kg/day or 19% of the ADI). The
effect of the new action (increasing the soybean tolerance from 6
to 20 ppm) on exposure is shown below:

Established New Action Total

Uses {(Soybeans)? Exposure

U.S. Population 0.005095° 0.004759 0.009853
(5.1%)° (4.8%) . (9.9%)

Non-Nursing Infants 0.016217 0.022832 0.039048
(16.2%) (22.8%) (39.0%)

Children, 1 to 6 0.010180 0.008906 0.01908s6
(10.2%) (8.9%) (19.1%)

Includes the exposure from the increase of 14 ppm in
the soybean tolerance only (from 6 to 20 ppm).
Exposure expressed as mg/kg body wt/day.

‘Exposure expressed as a percent of the ADI.

The above estimates are based on tolerance level residues
and assume 100% of all crops are treated. Actual exposure would
likely be lower, since tolerances generally overestimate residues
that would be found in foods as eaten. However, since no TAS
subgroups have estimated exposures which exceed the acceptable
daily intake using this conservative approach, a more refined
analysis -is not deemed necessary.

C: Stanton (SACB), Caswell File #661A, TAS File, DEB (Loranger),
Dykstra (HFASB) '
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